
CHAPTER 33-06-16
NEWBORN SCREENING PROGRAM

Section
33-06-16-01 Denitions
33-06-16-02 Testing of Newborns
33-06-16-03 Physician Responsibility
33-06-16-04 Refusal of Testing
33-06-16-05 Research and Testing Materials

33-06-16-01. Denitions. As used in this chapter:

1. "Diagnostic test" means a test that is used to establish a denitive
diagnosis of some condition in an affected newborn.

2. "Newborn screening system" means the routine testing of newborn
infants for congenital conditions by analysis of a dried blood specimen
through laboratory procedures that identify infants with an increased
risk for specied diseases and conditions, and that justify followup
actions and diagnostic tests or procedures.

3. "Program" means the North Dakota newborn screening program in the
community health section of the state department of health.

4. "Protected health information" has themeaning set forth in North Dakota
Century Code section 23-01.3-01.

5. "Tandem mass spectrometry" is a laboratory technology that uses
a machine consisting of two mass spectrometers joined by a
fragmentation chamber. Tandem mass spectrometry technology
allows the identication of an array of metabolic conditions, such as
amino acid, fatty acid, and organic acid disorders, from a single dried
blood spot. Tandem mass spectrometry can test for multiple disorders
in a single screening run and the number of known disorders which
may be screened by this technology is constantly changing.

6. Metabolic disease is a genetically determined disorder in which a
specic enzyme defect causes a clinically signicant block or alteration
in a biochemical pathway or process.

History: Effective December 1, 1996; amended effective March 1, 2003;
January 1, 2006.
General Authority: NDCC 23-01-03(3), 23-01-03.1, 23-01-04, 23-01-15,
25-17-01, 25-17-02
Law Implemented: NDCC 23-01-03.1, 25-17-01(3), 25-17-02, 25-17-03

33-06-16-02. Testing of newborns. Under the newborn screening system,
except as authorized by section 33-06-16-04, each newborn infant born in this
state shall be tested for metabolic diseases, cystic brosis, hypothyroidism,
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galactosemia, congenital adrenal hyperplasia, biotinidase deciency, sickle cell
disease and other hemoglobinopathies, and a sample of the newborn’s blood shall
also be tested by tandem mass spectrometry.

History: Effective March 1, 2003; amended effective January 1, 2006.
General Authority: NDCC 23-01-03(3), 23-01-03.1, 23-01-04, 23-01-15,
25-17-01, 25-17-02
Law Implemented: NDCC 23-01-03.1, 25-17-01(3), 25-17-02, 25-17-03

33-06-16-03. Physician responsibility.

1. The physician or other birth attendant shall order that:

a. A specimen of blood be collected from a newborn in accordance
with directions supplied by the laboratory designated by the state
department of health and the program; and

b. The specimen be sent to that laboratory.

2. If a patient, who has a condition for which the program conducts a
screening test, but which has been detected by another mechanism
or by an out-of-state screening program, the patient’s physician shall
within thirty days of becoming aware of the patient’s condition, notify
the program of the patient’s name, parent’s name if the patient is under
eighteen years of age, date of birth, address, and condition.

History: Effective March 1, 2003.
General Authority: NDCC 23-01-03(3), 23-01-03.1, 23-01-04, 23-01-15,
25-17-01, 25-17-02
Law Implemented: NDCC 23-01-03.1, 25-17-01(3), 25-17-02, 25-17-03

33-06-16-04. Refusal of testing.

1. If the parents or guardians refuse to have their infant receive newborn
screening testing as authorized by North Dakota Century Code section
25-17-04, that refusal shall be documented by a written statement
signed by the parents or guardians.

2. The original refusal statement shall become a part of the infant’s medical
record and a copy of the statement must be submitted to the program
within six days after testing was refused.

History: Effective March 1, 2003; amended effective January 1, 2006.
General Authority: NDCC 23-01-03(3), 23-01-03.1, 23-01-04, 23-01-15,
25-17-01, 25-17-02
Law Implemented: NDCC 23-01-03.1, 25-17-01(3), 25-17-02, 25-17-03

33-06-16-05. Research and testing materials. Information and testing
materials generated by the newborn screening program under North Dakota
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Century Code chapter 25-17 are strictly condential information subject to North
Dakota Century Code chapter 23-01.3 and section 23-01-15.

1. Access to information or testing materials may be obtained only as
follows:

a. Information may be disclosed for statistical purposes in a manner
such that no individual person can be identied.

b. Information may be disclosed to the individual tested, that person’s
parent or guardian, or that person’s physician or dietitian, or to
the children’s special health services program of the department
of human services for purposes of coordination of services and
provision of medical and low-protein modied foods.

c. Information and testing materials may be disclosed to a person
engaged in a bona de research project concerning medical,
psychological, or sociological issues provided all of the following
conditions are met:

(1) The research project must be sponsored by a public or
private college or university; a governmental entity; a
nonprot medical, sociological, or psychological association;
or the pharmaceutical industry.

(2) The research project must be reviewed and approved
pursuant to policies and procedures pertaining to research
utilizing human subjects by the institutional review board
or equivalent panel of the institution or entity where the
research is being done or which is sponsoring the research.

(3) Protected health information may not appear in any report,
summation, thesis, or other document arising out of the
research project.

(4) Protected health information may not be provided to a person
engaged in a bona de research project until that person
has submitted a written proposal explaining and justifying the
need to examine such information which is satisfactory to the
state health ofcer. The state health ofcer may require the
research to be approved by the university of North Dakota
institutional review board.

(5) All documents or testing materials received by the researcher
and all documents containing protected health information
made by or on behalf of the researcher, by whatever means,
including hard copies, typewritten or handwritten copies,
photocopies, facsimiles, or electronic or electromagnetic
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recording or imaging, must be returned to the department on
or before a date that the state health ofcer shall set.

(6) The researcher shall submit a written plan explaining how all
protected health information in the researcher’s possession
will be kept secure to the satisfaction of the state health
ofcer who shall obtain written assurance that the plan will
be implemented.

(7) The researcher shall agree to provide the state health ofcer
a copy of any report, summation, thesis, or other document
arising out of the research project for departmental review
of compliance with this section before providing it to the
publisher.

(8) The researcher shall consent in writing to the use and
reproduction of the document by the department.

(9) The researcher shall agree in writing to pay all costs of the
state health ofcer or the department incurred in providing
access to testing materials or other information, including
copy or research services.

d. Disclosure may be made as otherwise provided by statute.

2. Retention and destruction of information and testing materials.

a. Information and testing materials provided to the university of North
Dakota school of medicine and health sciences may be retained
indenitely or destroyed according to this subsection.

b. Information and testing materials may be destroyed by any
available means that preserves individual condentiality and, for
the testing materials, complies with any applicable standards for
destruction of human blood samples.

c. Information and testing materials may be destroyed based upon
the following schedule:

(1) Information and testing materials created less than ten years
before the present date may be destroyed only with the state
health ofcer’s prior written approval.
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(2) After ten years, information and testing materials may be
destroyed without prior approval.

History: Effective March 1, 2003.
General Authority: NDCC 23-01-03(3), 23-01-03.1, 23-01-04, 23-01-15,
25-17-01, 25-17-02
Law Implemented: NDCC 23-01-03.1, 25-17-01(3), 25-17-02, 25-17-03
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